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DETAILED ACTION 

Status of the Claims 

1 . Claim 5 has been cancelled by the Applicant in correspondence filed on 08/17/2009. 
Claims 9 and 10 are currently pending. This is the second Office Action on the merits of the 
claim(s) following a request for continued examination. 

RESPONSE TO ARGUMENTS 

2. Claims 5 and 9 were rejected under 35 U.S.C. 1 02(b) as being anticipated by Haro, et al. 
(Journal of Clinical Investigation, 2000, provided in IDS). Examiner notes that Claim 5 has been 
canceled by Applicant. Applicant traversed this rejection on the grounds that Haro, et al. (termed 
Haro #1), does not anticipate the rejected claim. Specifically, Applicant asserts that the rejected 
claims are drawn to a method consisting essentially of administering MMP-7 to the affected site 
of a herniated disc or herniated nucleus pulposus (HNP). Applicant disagrees with Examiner's 
contention that administration of macrophages constitutes administering a composition 
"consisting essentially of MMP-7." Applicant contends that Haro, et al., teach that macrophages, 
chondrocytes, and the interaction among them, are required for the treatment of herniated discs 
and HNP. Given the criticality of the macrophages in the treatment of HNP, as disclosed by 
Haro, et al., Applicant submits that this prior art does not teach administration of a composition 
consisting essentially of MMP-7. Respectfully, Examiner does not find Applicant's arguments 
persuasive. 
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3. The instant disclosure does not provide a definition of "consisting essentially of." Thus, 
Applicant has not disclosed the basic and novel characteristics of the invention outside of MMP- 
7. There is no evidence for the requirement of additional components for treating HNP or 
herniated discs. In the absence of such a definition, "consisting essentially of is interpreted as 
"comprising." "For the purposes of searching for and applying prior art under 35 U.S.C. 102 and 
103, absent a clear indication in the specification or claims of what the basic and novel 
characteristics actually are, 'consisting essentially of will be construed as equivalent to 
'comprising.' See, e.g., PPG, 156 F.3d at 1355, 48 USPQ2d at 1355" (MPEP § 2111.03). Thus, 
Haro, et al, teaches administration of a composition comprising MMP-7 for the treatment of 
FfNP. Even if Applicant had provided a definition of "consisting essentially of," Applicant's 
argument would not be found persuasive. Haro, et al., clearly teach the importance of MMP-7 
for treating FfNP: "Macrophage-derived MMP-7, but not MMP-3, was required for disc 
resorption and macrophage invasion of disc tissue" (pg 148, col 1, para 2, lines 1-3). However, 
although the MMP-7 is derived from macrophages, there is no requirement that the MMP-7 need 
be generated at the site of HNP; rather, all that is required is that MMP-7 be present. The 
presence of macrophages and chondrocytes, and the interactions among them, which Applicant 
asserts is required for HNP resorption, can be supplied by the host. Exogenous administration of 
MMP-7 would accomplish the same results as disclosed in Haro, et al. Moreover, this prior art 
also teaches that HNP can resolve itself spontaneously. In such instance, host macrophages 
provide MMP-7. Thus, the essential missing component is MMP-7, which Haro, et al, teaches 
to be integral to the process. 
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4. For the above reasons, the rejection of Claim 9 under 35 U.S.C. 102(b) as being 
anticipated by Haro, et al, is maintained . 

5. Claim 10 was rejected under 35 U.S.C. 103(a) as being unpatentable over Haro, et al. 
(above). Applicant traversed this rejection on the grounds that the prior art does not teach or 
fairly suggest the claimed invention. Specifically, Applicant contends that Haro, et al, do not 
teach administering only MMP-7 along with a pharmaceutical^ acceptable carrier for the 
treatment of a herniated disc or HNP; rather, Haro, et al., disclose administering a composition 
comprising MMP-7 and macrophages. Applicant further asserts that MMP-7 itself is not 
sufficient to mediate HNP resorption, and that macrophages, chodrocytes, and the interplay 
between them are required to treat HNP. Applicant also contends that administration of MMP-7 
alone would be inoperable, and, thus, not obvious. Finally, Applicant submits that Haro, et al, is 
not the closest prior art. Applicant offers Haro, et al. (Spine, 1997, already of record, termed 
Haro #2), and states that Applicant has demonstrated that MMP-7 was "vastly, yet unexpectedly, 
superior in disc resorption vis-a-vis MMP-3." Respectfully, Examiner does not find Applicant's 
arguments persuasive. 

6. Examiner acknowledges that Haro, et al., does not administer MMP-7 alone, but that 
MMP-7 is administered by MMP-3 null macrophages (that is, macrophages that are incapable of 
producing and secreting MMP-3). However, Haro, et al., explicitly teach the importance of 
MMP-7 in the process of disc resorption. "Macrophage-derived MMP-7, but not MMP-3, was 
required for disc resorption and macrophage invasion of disc tissue" (pg 148, col 1, para 2, lines 
1-3). Thus, Haro, et al., remove the requirement of additional components for treating HNP. As 
noted above, Haro, et al, also teach that herniated discs can be resolved spontaneously through 
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the infiltration of host macrophages (abstract). There is no basis to believe that administration of 
MMP-7 in a pharmaceutically acceptable carrier would preclude this infiltration. As such, the 
allegedly critical macrophage/chondrocyte interaction can be accomplished by host cells. 
Applicant has provided no evidence why administering MMP-7 alone for the treatment of HNP 
would be inoperable. 

7. Applicant's contention that MMP-7 is unexpectedly superior to MMP-3 for treating 
herniated discs or HNP is not relevant. The instant claims do not recite an MMP-3 limitation nor 
was MMP-3 utilized as a reason to reject Claim 10, other than to demonstrate that it is MMP-7, 
rather than MMP-3 that is required for resorption (see Fig 1 , with respect to MMP-3 and MMP-7 
knockout mice). 

8. For the above reasons, the rejection of Claim 10 under 35 U.S.C. 103(a) as being 
unpatentable over Haro, et al., is maintained . 



Conclusion 

9. Claims 9 and 10 remain rejected. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul Zarek whose telephone number is (571) 270-5754. The 
examiner can normally be reached on Monday-Thursday, 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brandon Fetterolf can be reached on (571) 272-2919. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



PEZ 

/San-ming Hui/ 

Primary Examiner, Art Unit 1628 



